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DETAILED ACTION 



1 . Claims 1-3 as listed in the claim set filed 06/09/2006, are pending and under 
consideration in this Office Action. 



2. Claim 1 is objected to since the claim should recite "containing at least one mutant gene 
selected from the group consisting of for precision and readability. 



Claim Rejections - 35 U.S.C § 101 

3. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or any new and 
useful improvement thereof, may obtain a patent there lor, subject to the conditions ;ind requirements of this title. 

4. Claim 1 is rejected under 35 USC 101 because the claimed invention is directed to non- 
statutory subject matter. 

The claim, as written, do not sufficiently distinguish over E.coli strains as they exist 
naturally because the claims do not particularly point out any non-naturally occurring differences 
between the claimed products and the naturally occurring products. In the absence of the hand 
of man, the naturally occurring products are considered non-statutory subject matter. See 
Diamond v. Chakrabarty, 447 U.S. 303, 206 USPQ 193 (1980). The claim should be amended 
to indicate the hand of the inventor, e.g., by insertion of "An isolated L-tryptophan producing 
E.coli". See MPEP 2105. 
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Claim Rejections - 35 U.S.C. § 112, First Paragraph 

5. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

6. Claims 1-3 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with 
the enablement requirement. The claim(s) contains subject matter which was not described in 
the specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

According to MPEP 2164.01(a), factors considered when determining whether there is 
sufficient evidence to support a determination that a disclosure docs not satisfy the enablement 
requirement and whether any necessary experimentation is "undue" include, but are not limited 
to: (A) The breadth of the claims; (B) The nature of the invention; (C) The state of the prior art; 
(D) The level of one of ordinary skill; (E) The level of predictability in the art; (F) The amount 
of direction provided by the inventor; (G) The existence of working examples; and (H) The 
quantity of experimentation needed to make or use the invention based on the content of the 
disclosure. MPEP§ 2164.04 states that while the analysis and conclusion of a lack of enablement 
are based on the factors discussed in MPEP § 2164.01(a) and the evidence as a whole, it is not 
necessary to discuss each factor in the written enablement rejection. The language should focus 
on those factors, reasons, and evidence that lead the examiner to conclude that the specification 
fails to teach how to make and use the claimed invention without undue experimentation, or that 
the scope of any enablement provided to one skilled in the art is not commensurate with the 
scope of protection sought by the claims. Accordingly, the factors most relevant to the instant 
rejection are addressed in detail below. 

The nature and breadth of the claims encompass any L-tryptophan producing E.coli 
mutant strain containing at least one mutant gene selected from the group consisting of aroF, 
aroG, trpR , and tryR related with tryptophan biosynthesis, mutant strain E.coli CJ285 KCCM- 
10534, and a production method of L-tryptophan using said stains. 



10582196-000 



Application/Control Number: 10/582,196 Page 4 

Art Unit: 1652 

While the specification shows that E.coli CJ285 KCCM- 10534 was obtained by random 
mutagenesis methods employing the chemical mutagen N-methyl-N'-nitro-N-nitrosoguanidine 
(NTG) and subsequent nucleotide sequencing of its aroF, aroG, trpR , and tryR genes; the 
specification does not provide guidance, prediction, and working examples for making and using 
the claimed invention. The specification only shows searching and screening for mutants such as 
E.coli CJ285 which have the desired overproduction of L-tryptophan compared to unmutated 
parent strain CJ181, where the parent strain CJ181 was subjected to NTG treatment and mutants 
were searched and screed for that have overproduction of L-tryptophan. Therefore, one skilled 
in the art would not know how to make and use the claimed invention without performing an 
undue amount of trial and error experimentation, which includes treating any parent E.coli strain 
with NTG, searching and screening for mutants that have the desired overproduction of L- 
tryptophan compared to unmutated parent strain, and sequencing its aroF, aroG, trpR , and tryR 
genes to determine if any mutations are present. Therefore, in view of the overly broad scope of 
the claims, the specification's lack of specific guidance and prediction, the specification's lack of 
additional working examples, and the amount of experimentation required; it would require 
undue experimentation for a one skilled in the art to make and use the invention recited in these 
claims. 

Furthermore, it is apparent that the E.coli CJ285 of Accession number KCCM- 10534 is 
required to practice the claimed invention. As such the E.coli CJ285 recited in claim 2 must be 
readily available or obtainable by a repeatable method set forth in the specification, or otherwise 
readily available to the public. However, the specification does not disclose a repeatable process 
to obtain the E.coli CJ285. It is not apparent if the source materials to make the E.coli CJ285 are 
both known and readily available to the public. The requirements of 35 USC § 1 12, first 
paragraph, may be satisfied by a deposit of the E.coli CJ285. 

Applicants' referral to deposit number Accession number KCCM-10534 is noted but is 
considered insufficient assurance that all of the conditions of 37 CFR 1.801-1.809 have been met 
since there is no indication in the specification as to public availability. Claim 3 is also included 
because the claim does not correct the defect of claim 2. 
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If the deposit is made under the terms of the Budapest Treaty, then an affidavit or 
declaration by the applicant, or a statement by an attorney of record over his/her signature and 
registration number, stating that the specific microorganism has been deposited under the 
Budapest Treaty and that the strain will be irrevocably and without restriction or condition 
released to the public upon the issuance of the patent, would satisfy the deposit requirement 
made herein. 

If the deposit has not been made under the Budapest Treaty, then in order to certify that 
the deposit meets the criteria set forth in 37 C.F.R. 1 .801-1 .809 and MPEP 2402-241 1 .05, the 
applicant may provide assurance or compliance by an affidavit or declaration, or by a statement 
by an attorney of record over his/her signature and registration number, showing that: 

(1) during the pendency of this application, access to the invention will be afforded to the 
Commissioner upon request; 

(2) all restriction upon availability to the public will be irrevocably removed upon granting 
of the patent; 

(3) the deposit will be maintained in a public repository for a period of 30 years or 5 years 
after the last request or for the effective life of the patent, whichever is longer; and 

(4) the deposit will be replaced if it should ever become inviable. 



Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

8. Claims 1 are 3 are rejected under 35 U.S.C. 102(b) as being anticipated by Storbakk et al. 
(J Mol Biol. 1996 Mar 15;256(5):889-96; PTO 892). 
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Storbakk et al. teach L-tryptophan producing E.coli mutant strains comprising a mutation 
of trpR related with tryptophan biosynthesis, where the encoded TrpR was mutated by sited 
directed mutagenesis; and culturing of these strains where culturing inherently leads to 
production of L-tryptophan. See entire publication, especially pages 889-892 and Figures 1-4. 
Therefore, the reference teachings anticipate the claims. 



Conclusion 

9. No claims are allowed. 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christian L Fronda whose telephone number is (571)272-0929. 
The examiner can normally be reached Monday-Thursday and alternate Fridays between 
9:00AM - 6:30PM. If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Nashaat Nashed can be reached on (571)272-0934. The fax phone 
number for the organization where this application or proceeding is assigned is (571)273-8300. 

1 1 . Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Christian L. Fronda/ 
Primary Examiner 
Art Unit 1652 
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